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SUPPLEMENTAL INFORMATION DISCLOSURE STATEMENT 



Mail Stop Amendment 
Commissioner for Patents 
P.O. Box 1450 
Alexandria, VA 22313-1450 

Dear Sir: 

A Supplemental Information Disclosure Statement accompanies these Remarks. 

Applicant notes that the instant application is a continuation of United States Patent 
Application Serial No. 09/976,833, filed October 13, 2001, now United States Patent No. 6,709,412. 
A copy of all pending claims 1 to 35 in the instant application is attached for the convenience of the 
Examiner (Tab 1). 

The applicant has suggested that an interference be declared between new claims 9 to 35 of 
the instant application and certain claims in co-pending United States Patent Application Serial No. 
10/474,805, filed April 2, 2002 (Foreign Priority: April 13, 2001), entided "Liquid Filtering Method 
and Filtering System" (the '805 Application), as published as US 2004-0149657 Al (Tab 2). 
Applicant believes that new method claims 9 to 17 interfere with: method claims 11 to 16 and 
system claims 29 to 35 of the '805 Application, as published. As indicated by PAIR, the '805 
Application has been docketed to Examiner Sun U Kim in Group Art Unit 1723. As also indicated 
by PAIR, a Preliminary Amendment was filed in the '805 Application, amending the claims as 
published. A courtesy copy of the now pending claims (as amended by the Preliminary Amendment) 
is attached (Tab 3). Following the preliminary amendment, the interfering claims remaining in the 
'805 Application are believed to be method claims 11 and 12 and system claims 29 and 30. 
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As set forth in more detail below, applicant is aware of prior art material to the patentability 
of the potentially conflicting claims 9-35 in the present application and the claims of the '805 
Application. Applicant is concerned that the applications be examined consistently in view of this 
prior art, to avoid a situation in which substantially identical claims are deemed unpatentable in one 
application and patentable in the other application. This prior art and these concerns regarding 
inconsistent examination were expressed during an interview with Examiner Bianco on November 
17, 2005, as set forth in Applicant's Interview Summary filed concurrendy with these Remarks.. 

REMARKS 

The applicant directs the Examiner's attention to Krasnoff et al. United States Patent 
Number 5,690,815 (Krasnoff), which issued November 25, 1997. Krasnoff is of record in this case, 
having been listed in a previous Information Disclosure Statement. A courtesy copy of Krasnoff is 
attached to these Remarks (Tab 4). 

The applicant also directs the Examiner's attention to Lynn et al United States Patent 
Number 5,591,337 (Lynn), which issued January 7, 1997. Lynn is listed in the accompanying 
Supplemental Information Disclosure Statement. A copy of Lynn is attached to the Supplemental 
Information Disclosure Statement, and a courtesy copy is also attached to these Remarks (Tab 5). 

Both Krasnoff and Lynn qualify as prior art under 35 U.S.C. § 102(b) to both the present 
application and the c 805 Application. 

A. The Prior Art Krasnoff '815 Patent 

Krasnoff discloses a system and method of filtering a liquid such as blood using a filter to 
remove, e.g., leukocytes. As expressed by Krasnoff (Col. 2, lines 42-62): "In the devices and 
methods of this invention, a biological fluid may be processed. For example, a biological fluid may 
be passed from one location to another and/or separated into one or more components or 
fractions. Typically, a biological fluid is passed through a porous medium . . . such as a leukocyte 
depletion porous medium." As further expressed by Krasnoff (Col3, lines 7 to 24): "Blood Product 
or Biological Fluid: refers to any treated or untreated fluid associated with living organisms, 
particularly blood, including whole blood, warm or cold blood, and stored or fresh blood; . . . one or 
more blood components, such as platelet concentrate (PC) , platelet-rich plasma (PRP), fresh frozen 
plasma (FFP), platelet- free plasma, platelet-poor plasma (PPP), plasma. . ." 
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Fig. 1 of Krasnoff shows a first container (11) holding the biological fluid, such as whole 
blood, which has been previously separated into a supernatant layer (31) (e.g., PRP) and a sediment 
layer (32) (e.g., red blood cells). As Fig. 1 shows, the first container (11) is coupled by tubing (27, 
26) to first and second satellite recovery bags (41, 18). As Fig. 1 shows, the tubing (27, 26) forms a 
flow channel between the container (11) and each satellite bag (41, 18) contains a filter assembly 
(respectively 13, 17). As Fig. 1 shows, the first container (11) is placed in a differential pressure 
generator (51), which is located upstream of each filter assembly (13, 17). As described by Krasnoff, 
the differential pressure generator (51) creates a positive pressure differential between the container 
(11) and first and second satellite bags (41, 18). The positive pressure differential expels the layers 
(31 and 32) sequentially into the first and second satellite bags (41, 18) through filter assemblies (13, 
17). The differential pressure generator (51) can comprise, e.g., an in-line pump . The differential 
pressure generator (51) can also comprise a gravity head created by mechanical, pneumatic or 
hydraulic means. 

As expressed by Krasnoff (Col. 7, line 60 to Col 8, line 6): "Movement of the biological fluid 
through the system is effected by maintaining a pressure differential between the container holding 
the biological fluid, e.g., the collection container, and the destination of the biological fluid (e.g., a 
container such as a satellite bag). Exemplary means of establishing this pressure differential may be 
by a mechanical member such as a plate bearing directly against the collection container, an 
expressor such as a mechanical, pneumatic or hydraulic expressor, gravity head, applying pressure to 
the collection bag by hand or with a pressure cuff, by placing the other container (e.g. , satellite bag) 
in a chamber (e.g., a vacuum chamber) which establishes a pressure differential between the 
collection bag and the other container, or by a pump such as an in-line pump." 

Krasnoff discloses maintaining the pressure differential by use of a control unit (50), which 
controls flow between the first container 11 and the satellite bags 41, 18. As expressed by Krasnoff 
(col. 7, lines 44 to 57): "In accordance with the present invention, processing a biological fluid 
through the system can be automated by coupling an automated control arrangement to the 
biological fluid processing assembly 10 and/or to the pressure differential generator 51. The 
individual parts which constitute an automated control arrangement may vary according to an 
intended use. In the illustrated embodiments, the automated control arrangement may comprise a 
control unit 50, typically a microprocessor controller, and one or more sensors, and may be coupled 
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to at least one of the pressure differential generator 51 and the biological fluid processing assembly 
10 to control flow between the first container 11 and an-other container 41 and/or 18." 

Krasnoff discloses, in one embodiment, maintaining pressure at the oudet side of the filter 
at a positive pressure above atmospheric pressure (e.g., 1-3 psi) by controlling a flow rate of a feed 
pump (pressure differential generator) (e.g., at least 20 ml/min). As expressed by Krasnoff(Col 35, 
lines 31 to 57): "Sequence C (Fig. 21) serves to express the sediment PRC layer 32 from the 
collection bag 11 into the second satellite bag 18. In SI 17, a differential pressure is generated 
between the collection bag 11 and the second satellite bag 18 by pressurizing the pressure 
differential generator 51. In the expression of PRC through a leukocyte depletion assembly, it was 
found that a differential pressure of approximately 1-3 psi provides optimum results with respect to 
expression time and effectiveness of the porous medium ... In SI 18, valve 62 is opened and 
sediment PRC layer 32 in collection bag 11 is preferably passed through a leukocyte depletion 
assembly 17 and into the second satellite bag 18 ... The initial flow detection performs a check to 
verify that the flow exceeds a predetermined level, e. g., about 20 ml/minute or more. If the initial 
flow rate is too low ... the differential pressure may be adjusted. Once an initial flow of, for 
example, at least about 20 ml/minute has been detected, S120 is initiated." 

Krasnoff also discloses the filter assemblies 13 or 17 as comprising, e.g., a sheet-like filter 
element positioned within a suitable housing . Fig. 1 shows the housing as having an inlet port 
separated from an oudet port by the filter element . 

As expressed by Krasnoff (Col. 3, lines 47-50): "As used herein, filter assembly refers to the 
porous medium positioned in a suitable housing. Suitable housings include those disclosed in U.S. 
Pat Nos. 4,880,548; 4,925,572; 4,923,620; 5,100,564; 5,152,905; and U.S. Ser. No. 07/846,587." As 
further expressed by Krasnoff (Col 4, lines 3-8): "The porous medium may be configured as a flat 
sheet, a corrugated sheet, a web, or a membrane." 

B. The Prior Art Lynn '377 Patent 

Lynn discloses a system and method for filtering leukocytes from blood. As expressed by 
Lynn (Col 3, lines 56 to 58): "A blood collection assembly 10 is shown in FIG. 1. In the illustrated 
embodiment, the assembly 10 serves to filter leukocytes from red blood cells before transfusion." 

Fig. 1 of Lynn shows a container (12) with tubing (14) for attachment to a conventional 
primary blood collection bag. The tubing (14) carries an in-line filter device 16. The filter 16 
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includes a two part housing 18 that encapsulates a filter pad assembly 20. The pad assembly 20 
removes leukocytes from red blood cells when a gravity head is established between the primary 
blood collection bag and the container (12) and blood flows as a consequence from the primary 
blood collection bag and the container (12). 

As expressed by Lynn (Col 3 line 59 to Col 4, line 23): "In the embodiment shown in FIG. 
1, the assembly 10 includes a transfer bag or container 12. The transfer bag 12 includes integrally 
attached transfer tubing 14. In the illustrated embodiment, the tubing 14 carries a conventional 
blood bag spike 26 at its distal end . . . The transfer tubing 14 also carries an in line filter device 16. 
As FIGS. 2 and 7 best show, the filter device 16 includes a two part housing 18 that encapsulates a 
filter pad assembly 20. The pad assembly 20 is intended to be used to remove leukocytes from red 
blood cells ... In use, the spike 26 is inserted into a port of a conventional primary blood collection 
bag (not shown). The primary bag contains red blood cells, which have been earlier separated from 
whole blood by centrifugation. The red blood cells flow by gravity from the primary bag into the 
transfer tubing 14 and through the filter device 16. The filter pad assembly 20 removes leukocytes 
from the red blood cells as they pass through the device 16." 

Lynn discloses a filter device for removing leukocytes from blood comprising a sheet-like 
filter pad assembly (20) positioned within a suitable flexible housing (18) . Lynn discloses the two 
part housing (18) as comprising two sheets of flexible plastic material. The housing has an inlet port 
separated from an outlet port by the filter pad assembly (20). The filter pad assembly 20 comprises 
sheet-like filter layers of fibrous filter media. 

As expressed by Lynn (Col 5, line 1 to col. 7, line 22): " In the illustrated and preferred 
embodiment (best shown in FIGS. 2 and 7), the outer housing 18 enclosing the filter pad assembly 
20 comprises two sheets 44 and 46 of flexible plastic material. The housing 18 is thus "soft," instead 
of rigid. . . Also in the illustrated and preferred embodiment, the filter device 16 includes tangential 
side ports, one port 36 (in sheet 44) serving as an inlet and the other port 38 (in sheet 46) serving as 
an outlet . . . The ports 36 and 38 are arranged about 180 degrees apart on opposite flow sides of the 
filter device 16 (see FIGS. 1 and 2). This orientation facilitates the set up and use of the filter device 
18 in gravity flow conditions, as FIGS. 1 and 7 show. . . In the illustrated and preferred embodiment 
(as FIG. 3 best shows), the filter pad assembly 20 comprises a composite of three media regions 
28/30/32... While the constituents of the first media region 28 can vary, in the preferred 



Application Serial No. 10/765,498 

Remarks Accompanying Supplemental Information Disclosure Statement 
Page - 6 - 



embodiment, the first media region 28 comprises a needled assembly of three non-woven polyester 
fiber mats. . . In the preferred embodiment (see FIG. 3), the second media region 30 comprises five 
individual layers 40 of a non-woven fiber media stacked one above the other ... In the illustrated 
embodiment, the third media region 32 comprises a screen of woven mesh or knitted fiber. The 
region 32 preferably comprises a knitted layer of polyester fibers, like a 70 denier polyester knit 
made by DuPont (Type 34)." 

In the flexible filter shown in Lynn, the outlet side of the filter is free of a spacer, or 
irregularities to serv e as a spacer, or a tube inserted between the oudet side of the flexible housing 
and the fil ter to serve the same purpose . The downstream layer of the filter pad assembly serves as 
an occlusion barrier. 

As expressed by Lynn (Col 5, line 66 to Col 6, line 4): "The third media region 32 serves as a 
manifold. It keeps the downstream side of the filter pad assembly 20 open to fluid flow, despite the 
presence of a negative fluid head pressure that pulls the downstream side of the flexible housing 18 
(i.e., flexible sheet 46) in against the third media region 32. " 

C. The Prior Art EP '678 Patent 

The Examiner's attention is also directed to EP 0 526 678 (listed in and attached to the 
accompanying Supplemental Information Disclosure Statement, with English translation) (EP 678). 
EP 678 was published on February 10, 1993, and also qualifies as prior art under 35 U.S.C. § 102(b) 
to both the present application and the '805 Application. EP 678 discloses a filter device for 
removing leukocytes from blood comprising a sheet-like filter pad assembly positioned within a 
suitable flexible housing . 
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D. Request for Consistent Examination 

In view of the similarity between claims 9 to 35 of the present application and claims 11 to 
16 and 29 to 35 of the c 805 Application as published and claims 11, 12, 29, and 3.0 of the c 805 
Application pending following the Preliminary Amendment, applicant respectfully requests that the 
examination of these two applications be consistent. Applicant respectfully requests that the Patent 
and Trademark Office (PTO) and Examiners Bianco and Kim take such steps as deemed 
appropriate by the PTO, to avoid an inconsistent situation where substantially identical claims are 
deemed unpatentable in one application and patentable in the other. 

Consideration of the documents listing in this and the previously considered Information 
Disclosure Statement and the foregoing Remarks is respectfully requested. 



Respectfully Su 




Danid 
Ryan 
3360' 

Brookfield, Wisconsin 53045 

Gary W. McFarron, Reg. No. 27,357 
David Lesht, Reg. No. 30,472 

Cook, Alex, McFarron, Manzo, Cummings & Mehler 
200 W. Adams St, Suite 2850 
Chicago, Illinois 60606 



RYAN KROMHOLZ & MANION, S.C. 
Post Office Box 26618 
Milwaukee, Wisconsin 53226 
(262) 783 - 1300 
Customer No.: 26308 
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Pending Claims (Status) 

1 (Original). A blood processing system comprising 

a blood processing set including a source of blood cells, and a blood component collection 
flow channel coupled to the source of blood cells including a blood cell storage container and an in- 
line filter to remove leukocytes from the blood cells before entering the blood cell storage container, 
the in-line filter including a fibrous filter medium, first and second flexible housings, a unitary, 
continuous peripheral seal formed by application of pressure and radio- frequency heating in a single 
process to join the first and second flexible housings to each other, as well as join the fibrous 
filtration medium to the first and second flexible housings, and 

a pump station adapted to be placed into communication with the blood component 
collection flow channel to pump blood into the blood cell storage container through the in-line 
filter. 

2 (Original). A blood processing system according to claim 1 

further including a fixture to restrain expansion of the first and second filter housings as a 
result of pressure applied during operation of the pump station. 

3 (Original). A blood processing system according to claim 2 

wherein the source of blood cells includes a donor flow channel including a blood separation 
device to separate blood cells from donor whole blood. 

4 (Original). A blood processing system according to claim 1 

wherein the source of blood cells includes a donor flow channel including a blood separation 
device to separate blood cells from donor whole blood. 

5 (Original). A system according to claim 1 or 2 or 3 or 4 

wherein the controller includes a function to derive a value reflecting volume of blood cells 
present in the blood cell storage container after passage through the filter as a percentage of volume 
of blood cells conveyed to the filter. 

6 (Original). A system according to claim 1 or 2 or 3 or 4 

wherein the pump station includes a fluid pressure actuated pump and an actuator to apply 
fluid pressure to the pump. 

7 (Original). A system according to claim 1 or 2 or 3 or 4 
wherein the blood cells comprise red blood cells. 
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8 (Original). A method of processing blood comprising using the blood processing system 
as defined in claim 1 or 2 or 3 or 4. 

9 (Previously Presented). In a method of filtering a liquid using a filter comprising a flexible 
housing having an inlet port and outlet port for the liquid and a sheet-like filter element for 
removing undesired components from the liquid, with the inlet port being separated from the oudet 
port by the filter element, a method characterized by maintaining the pressure at the oudet side of 
the filter at a positive pressure above atmospheric pressure by controlling a feed rate per unit time of 
a feed pump installed in an upstream flow channel of the filter. 

10 (Previously Presented). The method according to claim 9, wherein the filter does not 
comprise a spacer for securing a flow channel at the oudet side of the filter. 

11 (Previously Presented). The method according to claim 9 or claim 10, wherein the filter of 
which the oudet side flexible housing has not been processed to provide irregularity as a spacer for 
securing a flow channel at the filter oudet side and/or a filter in which a tube is not inserted between 
the oudet side flexible housing and the sheet-like filter as a spacer for securing a flow channel at the 
filter oudet side are/is used. 

12 (Previously Presented). The method according to claim 9, wherein the liquid to be filtered 
is blood. 

13 (Previously Presented). The method according to claim 10, wherein the liquid to be 
filtered is blood. 

14 (Previously Presented). The method according to claim 11, wherein the liquid to be 
filtered is blood. 

15 (Previously Presented). The method according to claim 12, wherein the filter is used for 
removal of leukocytes. 

16 (Previously Presented). The method according to claim 13, wherein the filter is used for 
removal of leukocytes. 

17 (Previously Presented). The method according to claim 14, wherein the filter is used for 
removal of leukocytes. 

18 (Previously Presented). In a filtering system for a liquid comprising a filter comprising a 
flexible housing having an inlet port and oudet port for the liquid, a sheet-like filter element for 
removing undesired components from the liquid, with the liquid inlet port and the oudet port 
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separated from each other by the filter element, an upstream side flow channel connected to the 
filter inlet port, a filtered liquid recovery bag, a downstream side flow channel connecting the filter 
oudet port with the recovery bag, and a feed pump installed in the upstream side flow channel, a 
filtering system wherein the feed rate per unit time of a feed pump installed in an upstream flow 
channel of the filter can be controlled so that the pressure at the oudet side of the filter is 
maintained at positive pressure above atmospheric pressure. 

19 (Previously Presented). The system according to claim 18, comprising the filter without a 
spacer for securing a flow channel at the oudet side of the filter. 

20 (Previously Presented). The system according to a claim 18 or claim 19, wherein a filter of 
which the oudet side flexible housing has not been processed to provide irregularity as a spacer for 
securing a flow channel at the filter oudet port and/or a filter in which a tube is not inserted 
between the oudet side flexible housing and the sheet-like filter as a spacer for securing a flow 
channel at the filter oudet side are/is used. 

21 (Previously Presented). The system according to claim 18, wherein the liquid to be filtered 
is blood. 

22 (Previously Presented). The system according to claim 19, wherein the liquid to be filtered 
is blood. 

23 (Previously Presented). The system according to claim 20, wherein the liquid to be filtered 
is blood. 

24 (Previously Presented). The system according to claim 21, wherein the filter is used for 
removal of leukocytes. 

25 (Previously Presented). The system according to claim 22, wherein the filter is used for 
removal of leukocytes. 

26 (Previously Presented). The system according to claim 23, wherein the filter is used for 
removal of leukocytes. 

27 (Previously Presented). A liquid filtering method using the system according to claim 18. 

28 (Previously Presented). A liquid filtering method using the system according to claim 19. 

29 (Previously Presented). A liquid filtering method using the system according to claim 20. 

30 (Previously Presented). A liquid filtering method using the system according to claim 21. 

31 (Previously Presented). A liquid filtering method using the system according to claim 22. 
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32 (Previously Presented). A liquid filtering method using the system according to claim 23. 

33 (Previously Presented). A liquid filtering method using the system according to claim 24. 

34 (Previously Presented). A liquid filtering method using the system according to claim 25. 

35 (Previously Presented). A liquid filtering method using the system according to claim 26. 
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